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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 07 June 2004 . 
2a)D This action is FINAL. 2b)H This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1,2,4,15,17-19 and 23 is/are pending in the application. 

4a) Of the above claim(s) 4.17-19 and 23 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 1,2 and 15 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) KI The specification is objected to by the Examiner. 

1 0) IEl The drawing(s) filed on 19 September 2003 is/are: a)KI accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) |EI Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) ED Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) [X] Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) d Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date 1/09/04 . 6) □ Other: . 



U.S. Patent and Trademark Office 
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Art Unit: 1646 

DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group 1, peptides, in the reply filed on 7 June 2004 
is acknowledged. The traversal is on the ground(s) that the inventions are not independent 
because each group relates to EN-RAGE peptides. Applicant argues that MPEP §802.01 
indicates that "independent" means there is no disclosed relationship. Applicant additionally 
argues that to search all groups would not be a serious burden once group I has been searched. 
This is not found persuasive because what is stated in MPEP §802.01 is that independent 
inventions are those that are not related in design, operation, or effect. Thus for the reasons set 
forth in the previous office action, the inventions are unrelated. They have different designs, 
operations, and effects. Furthermore, they require different searches. Peptides and nucleotides^ 
are found in different databases, and antibodies and transgenic animals require considerations 
and searches of art that are not required for the peptides. In addition, a difference in 
classification is prima facie evidence of a search burden, which Applicant has not rebutted. 

The requirement is still deemed proper and is therefore made FINAL. Claims 1, 2, 4, 15, 
17-19, and 23 are pending in this office action. Claims 4, 17-19, and 23 are withdrawn from 
consideration as being drawn to a non-elected invention. 

Specification 

The disclosure is objected to because of the following informalities: The description of 
figure 5 should refer to the sequence by reference to the identification number of an entered 
sequence. The sequences in table 1, p. 36, also require sequence identifiers. 

Appropriate correction is required. 
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Claim Rejections - 35 USC§112 
Claims 1 and 15 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter that was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s); at the time the application was filed, had possession of the claimed 
invention. 

These claims are drawn to "EN-RAGE" peptides. As stated below, the specification 
provides no definition of what is encompassed by this term. Furthermore, Applicant has not 
described the common structural and functional characteristics of peptides that could be 
identified as members of the genus of "EN-RAGE" peptides. To provide adequate written 
description and evidence of possession of a claimed genus, the specification must provide 
sufficient distinguishing identifying characteristics of the genus. The factors to be considered 
include disclosure of compete or partial structure, physical and/or chemical properties, functional 
characteristics, structure/function correlation, methods of making the claimed product, or any 
combination thereof. Since there are no required structures, properties, or functions, the skilled 
artisan can not envision the claimed genus of EN-RAGE peptides. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 2, and 15 are rejected under 35 U.S.C. 1 12, second paragraphias being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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The use of the term EN-RAGE is indefinite because it only describes a protein or nucleic 
acid of interest by an arbitrary name. The claims should refer to a sequence presented in the 
sequence listing. There is no definition of "EN-RAGE" in the specification. Only particular 
embodiments are given on p. 6. Thus one of skill in the art would not be able to determine what 
molecules Applicant intended the claims to encompass. 

Claim 2 is indefinite in the reference to Table 1. Where possible, claims are to be 
complete in themselves. Incorporation by reference to a specific figure or table "is permitted only 
in exceptional circumstances where there is no practical way to define the invention in words and 
where it is more concise to incorporate by reference than duplicating a drawing or table into the 
claim. Incorporation by reference is a necessity doctrine, not for applicant's convenience." Ex 
parte Fressola , 27 USPQ2d 1608, 1609 (Bd. Pat. App. & Inter. 1993) (citations omitted). 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1, 2, and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by EP 0 731 
166 A2 (Hitomi et aL, 1996) and under 35 U.S.C. 102(e) as being anticipated by U.S. patent 
5,976,832 (Hitomi et aL, filed 1995). 
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EP 0 731 166 A2 and the '832 patent teach a sequence that comprises the sequence of 
instant table 2 in figure 1 of each document. This sequence without the N-terminal methionine is 
described on p. 10, lines 45-58, and p. 11, lines 1-7 of EP 0 731 166 A2 and in column 15, lines 
1-30, of the '832 patent. The requirement that the sequence be human is not given patentable 
weight because the species of origin does not result in any difference in the peptide itself. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. 101 which states that "whoever invents or discovers any new and 
useful process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); 
and/rc re Vogel 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

Claims 1, 2, and 15 are provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 1, 2, and 15 of copending Application No. 10/665867. The claims are 
identical. This is a provisional double patenting rejection since the conflicting claims have not in 
fact been patented. 
NO CLAIM IS ALLOWED. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janet L. Andres whose telephone number is 571-272-0867. The 
examiner can normally be reached on Monday, Tuesday, Thursday, Friday, 8:00-4:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on 571-272-0961 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Janet L. Andres, Ph.D. 
19 August 2004 




